
   Appendix E:  Human Subjects Rapid Assessment Request for Protocol Concept Approval

INSTITUTIONAL REVIEW BOARD (IRB)
RAPID ASSESSMENT REQUEST FOR PROTOCOL CONCEPT APPROVAL

Instructions:  Submit this form in an original and 7 copies.    Be sure to complete all applicable sections.  Attach, as indicated, a
consent form, a child’s assent, phone scripts, recruitment fliers, medical records release, and questionnaire
(or types of questions, i.e., sensitive/nonsensitive, if an instrument is under development).

PROTOCOL NO.
                                  (For Human Subjects Office Use)

Title of  Protocol:
Date Submitted:

Name of CDC employee(s) serving as Principal Investigator (PI)

Work & Home Telephone Numbers: Email Address:
Name of CIO contact person with the CDC IRB (write in “Same as Above” if applicable)

Work & Home Telephone Numbers: Email Address:
Name of Co-PI or supervisor

Work & Home Telephone Numbers: Email Address:
CDC Organizational Component (Identify Center/Institute/Office and Division including mailstop)

Proposed Dates for Project: Beginning       Ending

STUDY POPULATION:
Estimated Number of subjects:
Gender Distribution Estimate: % Female

% Male
Race/Ethnicity Distribution Estimate:
(for Domestic Studies) % American Indian or Alaskan Naive

% Asian or Pacific Islander
% Black or African American, not of Hispanic Origin
% Hispanic
% White, not of Hispanic Origin

If an International Study, Provide Race/Ethnicity of Subjects by Estimated Percentages

VULNERABLE POPULATIONS:

Do the Subjects Include:

Mentally Disabled No Yes
Pregnant Women No Yes
       (If yes, is this a study directed toward pregnant women as subjects?) No Yes

Reference:  Subpart B-45CFR46
Prisoners No Yes

Reference:  Subpart C-45CFR46
Fetuses No Yes

Reference:  Subpart B-45CFR46
17 Years or Younger No Yes

      (If yes, are you requesting a waiver of parental consent?) No Yes

Reference:   Subpart D-45CFR46
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STUDY DESIGN ISSUES:

Will CDC investigators have personal identifiers? No Yes
Is a waiver or alteration of informed consent being requested in this project? No Yes

Reference: 45CFR46.116

Is oral, rather than the standard of written consent, being requested for this project? No Yes
Reference:  45CFR46.117

If specimens are collected, will they be stored for future use? No Yes
Is HIV testing being performed as part of the study? No Yes
Is genetic testing planned? No Yes
Is this an outbreak situation with a research question? No Yes
Does the study involve the use of a drug or device in an emergency situation? No Yes

See FDA Regulations
     If yes, will the study be carried out under an investigational new drug or device (IND)? No Yes

Location of Research:

Is this research carried out in the U.S. or its territories? No Yes
Is this research carried out in a foreign country? No Yes

List All Collaborating Sites by Name and Location:

Name Location

ASSURANCES/CERTIFICATES OF CONFIDENTIALITY:
References

Does CDC have an Assurance of Confidentiality to cover this Project?
Yes No One is being applied for Not needed Section 308(d) of the PHS Act

Does the local site(s) have a Certificate of Confidentiality to cover ths project?
Yes No One is being applied for Not needed Section 301(d) of the PHS Act

PROTOCOL CONCEPT (To be completed if a protocol is not available.  A full protocol must be submitted within 3 working
days.)

Summary of the public health problem that the project will address:

The research question for this project

The objectives for this research
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The setting(s) for, and the circumstances of, participant recruiting

A summary of the procedures of this research and their degree of risk

Risks of the research (physical, psychological, social)

Benefits for study participants

Information handling (i.e., security and confidentiality) and specimen handling

Reasons and details, if consent needs to be waived or altered (otherwise, write “Not Applicable” in the space below)

Details of identity linkage and the feedback of results, if samples are being stored (otherwise write “Not Applicable” in the
space below).

APPROVALS (Signature and Position Title)       Date Remarks

Branch Chief

Division Director

Human Subjects Contact, CIO

CDC Form 0.688


